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INTRODUCTION:

This randomized controlled trial will compare a cognitive-behavioral online self-management
intervention (DESTRESS-PC) designed for primary care-delivered treatment of war-related PTSD to a
control intervention, “optimized usual primary care PTSD treatment”. Optimized usual primary care will
consist of PTSD diagnosis and referral back to the soldier’s primary care provider (PCP) followed by
usual PCP guided treatment. Participants in both conditions will have scheduled check-ins with a study
nurse to monitor their progress. The long term objective of the proposed research is to: 1) improve the
readiness and resilience of military personnel who have symptoms from recent combat-related stressors;
and 2) empower military primary care providers to assist personnel with PTSD symptoms following
combat operations.

We expect that DESTRESS-PC will significantly decrease anxiety, depression, and physical
symptoms, and improve overall health and occupational functioning relative to the optimized primary
care condition. If this research project is successful, a provider-efficient model of care could be instituted
in all DoD and VA primary care settings. By increasing the presence of available and effective PTSD
treatment delivered in a primary care clinic with online psycho-education and therapeutic interventions,
fewer military personnel will develop chronic PTSD. This is expected to improve the overall health of
our patients and increase the military readiness of our service men and women.

BODY:

Over the last year of the study, we have continued Task 3 (“Conduct study™), as laid out in the
Statement of Work. In terms of specific accomplishments relating to Task 3, we have actively continued
with participant recruitment and enrollment, and have completed a large number of follow-up
assessments. We have seen an increase in the rate of participant enrollment over the last year due to some
of the changes we instituted to boost recruitment (detailed on the 2009 annual report). We have also
extended the study through March 2011 in order to allow recruitment to continue for a few additional
months. We anticipate that this additional time will allow us to enroll 10-15 more participants, putting
our total enrollment at 75-90. Thus far, we have consented 116 participants and randomized 67—30 at
Savannah, 27 at Womack Army Medical Center (WAMC), and 10 at Charleston VA/Goose Creek. Forty-
four participants have completed the study through the 18-week follow-up. Please see the appended
Consort diagram for a detailed breakdown of recruitment and follow-up. We plan to begin the fourth
and fifth tasks on the Statement of Work (“Data verification and analysis” and “report
preparation”) over the next 7 months, to be completed prior to the March 2011 study end date.

KEY RESEARCH ACCOMPLISHMENTS:
There are not yet any clear scientific findings resulting from this research because recruitment
and data collection are still underway. Results are expected in March, 2011.

REPORTABLE OUTCOMES:
A presentation was given to the Mental Health Research Forum in September, 2009. The abstract
is appended to this report.

CONCLUSION:
There are no conclusions to report, as recruitment and data collection are still underway.
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APPENDICES:
Abstract for the September 2009 presentation to the Mental Health Research Forum (Appendix 1).
Consort diagram showing participant recruitment and follow-up (Appendix 2).
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Appendix 1.

BACKGROUND - Iraq and Afghanistan war veterans often report PTSD symptoms and related
impairment. Only a minority of those affected receive mental health services. Improved access
to effective primary care-based psychosocial interventions for PTSD may reach a larger fraction
of these underserved service members. Our group has developed a web-based therapist-assisted
PTSD treatment called DESTRESS (DElivery of Self-TRaining and Education for Stressful
Situations). A small controlled trial of DESTRESS in service members with PTSD found greater
improvements in PTSD, depression, and high end-state functioning versus web-based supportive
care. DESTRESS is a potential way of delivering high fidelity PTSD therapy in primary care.
PURPOSE - To review the intervention, design, and status of a study to determine the
effectiveness of DESTRESS-PC (DESTRESS for Primary Care).

HYPOTHESES — Primary care patients with PTSD after returning from deployment to the Iraq
or Afghanistan conflicts will experience significantly improved PTSD (primary outcome),
depression, anxiety, somatic symptoms, physical health status, and occupational function in
response to DESTRESS-PC versus optimized usual PTSD treatment.

STUDY DESIGN - The study is a multi-site two parallel arm randomized controlled trial
comparing DESTRESS-PC to optimized usual primary care. Blinded raters assess PTSD
symptoms, depression, anxiety, somatic symptoms, physical health status, and occupational
functioning at 6 weeks, 12 weeks, and 18 weeks post-randomization.

SAMPLE - US service members or veterans returning from deployment to the Iraq or
Afghanistan conflicts with PTSD who are visiting primary care with PTSD at one of three VA
and four DoD clinics. The goal is to randomize 184 participants, 92 from DoD sites and 92 from
VA clinics.

INTERVENTION — DESTRESS-PC is a web-based, nurse-assisted, Cognitive Behavioral
Therapy (CBT) informed self-management intervention designed for primary care patients with
PTSD. DESTRESS-PC is briefer (six weeks instead of eight) and less intensive (3 logons per
week instead of daily) than DESTRESS and employs a nurse, rather than a therapist. Participants
log on to a secure website for self-CBT and receive RN nurse care manager (“DESTRESS
Nurse™) contact every two weeks. DESTRESS Nurses introduce the approach, monitor, answer
questions, and insure primary care provider collaboration. The control intervention is optimized
usual primary care. All study participants receive RN care management and are under the care
of a primary care provider trained in evidence-based PTSD treatment who receives status reports
from the DESTRESS nurse to include baseline psychiatric status.

RESULTS — Recruitment of participants is underway in all clinics. Trial completion is
anticipated in August, 2010.

CONCLUSIONS — DESTRESS-PC is a promising way of empowering primary care providers to
offer patients an acceptable, widely available, and effective psychosocial treatment for PTSD.




Total Referred (n=434): S=197, C=172, FB=65
Not consented (n=293):
Unreachable (n=66)
Too busy (n=19)
Not interested {n=76)
Moving (n=15)
No internet (n=2)
Referred to Savannah (n=1)
Deployed (n=1)
Screened, found ineligible {(n=113):
Not OIF/OEF (n=9) Suicidal Ideation (n=2)
Not on stable treatment regimen (n=9) Medication exclusion {n=4)
Engaged in specialty MH care (n=18) No email (n=2)
Psychosis {n=3) No PTSD (n=2)
No trauma (n=3) No combat (n=8)
Ineligible on CAPS {n=41) Active bipolar (n=1)
Substance Dependence (n=8) Failed Tx (n=2)

|
Total Consented (n=116): S=45, C=27; FB=44

M (n=96) F (n=20) W(n=59) AA(n=45) H(n=7)Oth (n=5)

Excluded (n=38):
Ineligible on CAPS (n=14)
Homicidal ideation (n=2) Substance dependence (n=8)
Suicidal ideation (n=1}) Not Interested (n=1)
Engaged in specialty mental health care (n=4) Medication exclusion (n=2)
Unreachable to complete eligibility interview (n=3)

Eligible, dropped out pre-randomization (n=9)—S (2); FB (2); C (S)

Waiting for baseline (n=2) FB

Medically unstable {n=3)

1

Randomized (n=67)

\

Treatment Group
(n=38)

Male (n=30)
Female (n=8)

Dropped Out (n=8)

(No follow-up obtained)

S—prior to treatment (3 S; 2 C)

3—following treatment (FB)

Dropped Out (n=1)
(No follow-up obtained)
Immediately post-randomization--C

Optimized Care
(n=29)
Male (n=24)

6-week follow-up
(n=16)

12-week follow-up
(n=15)

18-week follow-up
(n=21)

Female (n=5)

|

6-week follow-up
(n=18)

Missing (n=1) S

12-week follow-up
(n=16)

i

18-week follow-up
(n=23)

Key:

S=Savannabh site (VA) M=Male W=White

C=Charleston site (VA) F=Female AA=African American
FB=Ft. Bragg site (DoD) H=Hispanic

Oth=0Other





